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Period fo7 Re^ ""^^^ ^^^^ communication appears on the cover sheet with the correspo ndence address - ~ 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION ^ ^ 

■ "^^^^^^^^^ .nnoevent.howeve..avarep,vbeti.e,.ed 

- Failure to reply within the set or extended period for reply will, by statute. causeVe apS^to^^^^ oommun.cat.on. 

Status 

1)13 Responsive to Gommunication(s) filed on 20 February 2003 . 
2a)!EI This action is FINAL 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 C D 1 453 O G 21 3 
Disposition of Claims , ^ lo. 

4) 13 Claim(s) 1:33 is/are pending in the application. 

4a) Of the above claim(s) I 2, 4,5,7-13. 16-24. 26. 27 ^nH9Q.^^ is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 3,6,14.15.25 and 28 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 13 Claim(s) 1^33 are subject to restriction and/or election requirement. 
Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 DD The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, connected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Applicafion No. 

3. n Copies of the certified copies of the priority documents have been received in this National Staqe 

application from the International Bureau (PCT Rule 17 2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received 

15) U Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) .i\ r~l ■ » 

o\ n M .r^ ^ , ^'^^^) 4) U Interview Summary (PTO-413) Paper Nofs) 

2) U Notice of Draftsperson's Patent Drawing Review (PTO-948) PI f i ^ . r» \ . / ^' ' 

rn ^. , , ^ r^cview ) Kj »qo; 5) |_j Notice of Informal Patent App cation (PTO-152) 

3) LJ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: » ^ 1 



U.S. Patent and Trademark Office 



PTO-326 (Rev. 04^1) Office Action Summary 



Part of Paper No. 15 




Application/Control Number: 09/724, 9 1 0 Page 
Art Unit; 1631 

DETAILED ACTION 

Appucants ' Arguments 

Applicants' argyments in Paper No. 14, filed 20 February 2003, have been fully 
considered but they are not deemed to be persuasive for the reasons set forth below. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They constitute the 
complete set presently being applied to the instant application. 
Claims Under Examination 

Claims herein under examination are claims 3, 6, 14, 15, 25, and 28. Claims 1, 2, 4, 5, 7- 
13, 16-24, 26, 27, and 29-33 remain withdrawn. 

Claims Rejected Under 35 U.S.C. § 112 1"* Paragraph 

Scope Of Enablement 

For reasons of record the rejection of claims 3, 6, 14, 15, 25, and 28 under 35 U.S.C. § 
112 1=* Paragraph as indicated in Paper No. 12, mailed 05 November 2002, is maintained. 

Applicants have failed to address scope of enablement issues as indicated in Paper No. 
12, mailed 05 November 2002, pages 3-4 of the office action. Applicants state in Paper No. 14, 
filed 20 February 2002: 

"Although the Examiner lists factors, summarized in In re Wands , to be 
considered in determining whether a disclosure would require undue 
experimentation, the Examiner has not addressed a particular factor. Thus, 
Applicants need not address those factors." 
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The rejection regarding scope of enablement in Paper No. 12, mailed 05 November 2002, 

pages 3-4, is reiterated wherein undue experimentation was addressed; particularly the factor 

regarding the amount or direction presented (i.e. lack of guidance; underlined): 

"The below explanation not only pr ovides for the lack of enablement reiectinn 
but additionally a scope of enableme nt rejection regarding the .step of "making an 
allele call", which is not commensurat e in scope with the sp ecificatinn The 
Envelope Caller assesses the complexity of the signal from the nucleic acid 
sequencer prior to "making an allele call". If the signal's complexity is below a 
threshold the Envelope Caller makes the call (page 13, lines 5-7 of the 
Specification) and this call "stands an excellent chance of being correct" (page 13 
lines 8-9 of the Specification), though this does not indicate that the call is indeed' 
"correct". Whether or not the Envelope Caller should "make an allele call" 
requires that the algorithm first to determine if three panels exist (page 14, lines 7- 
8 of the Specification), wherein the original signal is divided into panels at each 
minimum (page 14, lines 4-5). The energy level for each panel (complexity) is 
computed by summing the square of each element in the panel. The energy levels 
of the three panels must be of sufficiently low complexity for the Envelope Caller 
to operate/call; as defined threshold for the complexity is when: E2 is greater 
than 20% of El and E3 is no more that 7% of E2 (page 15, Hnesl-5 of the 
Specification). It should be noted that the specification recites "If, at least three 
panels exist . . .", unclear is the threshold determination if more than three panels 

Additionally, no ne of the a bo ve steps or elem ents are limitations nf th^ 
claims, and the specification does not provide o ^ii idance a.s to other tvp e.s of 
analysis or way s to perform these step s 

Further, claims 3 (line 4), 14 (line 5), and 25 (line 5) are not 
commensurate in scope with the specification with regard to the instantly claimed 
step of "determining a complexity of a signal". As stated above, the energy level 
for each panel (complexity) is computed by summing the square of each element 
m the panel. No other methods of "determi ning a comp lev itv of a sip nal" ar<> 
disclosed and the specification pro vides no p uiHa nce as to other methods for 
"determining a com ple xi t y o f a signal" that could be used (page 14, lines 10-1 1)." 

Therefore, the arguments are non-persuasive to overcome the rejection. 
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Claims Rejected Under 35 U.S.C. § 102 

For reasons of record the rejection of claims 3, 6, 14, 15, 25, and 28 under 35 U.S.C. § 
102(b) as being anticipated by Perlin (U.S. Patent No. 5,580,728) as indicated in Paper No. 12, 
mailed 05 November 2002, are maintained. Further, clarification of the rejection is provided 
below with regard to applicants' argument(s). 

Applicants argue in Paper No. 14, filed 20 February 2003, that Perlin fails to teach "each 
and every element" of the claims. Particularly, Perlin "fails to teach using a complexity relating 
to at least energy levels associated with the signal to make an allele call". 

As indicated in Paper No. 9, mailed 15 May 2002, Perlin teaches a method and system 
for determining the alleles of STR genetic markers wherein gel images are electronically scanned 
and the collected data signals are recorded as a linear fluorescence signal trace (i.e. energy level), 
which automatically creates machine-readable data files via software (Abstract; Column 11, lines 
27-39; and Column 12, lines 8-11). Further, the office action indicated that the said signal peaks 
are identified and assigned a time and an area, such that the apex of the peak exceeds a 
predetermined threshold/complexity (Column 12, lines 47-54). Thus, the "complexity relating to 
at least energy levels associated with the signal" is used to make an allele call. Therefore, the 
arguments are non-persuasive to overcome the rejection. 

For reasons of record the rejection of claims 3, 6, 14, 15, 25, and 28 under 35 U.S.C. § 
102 (e) as being anticipated by Hiller et al. (U.S. Patent No. 6,274,3 17 Bl) as indicated in Paper 
No. 12, mailed 05 November 2002, are maintained. Further, clarification of the rejection is 
provided below with regard to applicants' argument(s). 




Application/Control Number: 09/724,910 Page 5 

Art Unit: 1631 

Applicants argue in Paper No. 14, filed 20 February 2003, that Hiller et al. fails to teach 
"each and every element" of the claims. Particularly, Hiller et al. "does not use a complexity 
relating to at least energy levels associated with the signal to make an allele call". 

As indicated in Paper No. 9, mailed 15 May 2002, Hiller et al. teaches a computer system 
for allele calling based on matching by identifying alleles from trace data (i.e. energy level) 
wherein a DNA sequencer scans the gel to produce an image in digital format (Abstract; Column 
2, lines 32-41; Column 2, lines 47-48; Column 3, lines 58-60). Adjacent peaks can be filtered to 
within a predetermined number of base pair distance/threshold/complexity (Column 9, lines 24- 
64). Thus, the "complexity relating to at least energy levels associated with the signal" is used to 
make an allele call. Therefore, the arguments are non-persuasive to overcome the rejection. 
ACTIONlSFlNAL 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
poUcy as set forth in 37 C.F.R. § 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
C.F.R. § 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

No Claims Are Allowed. 
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Examiner Information 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1 . The faxing of such papers must conform with the notices published in the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1156 0G61 (November 16, 1993), and 
1 157 OG 94 (December 28, 1993) (See 37 C.F.R. § 1.6(d)). The CMl Fax Center number is 
either (703) 308-4242 or (703) 305-3014. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Channing S. Mahatan whose telephone number is (703) 308- 
2380. The examiner can normally be reached on M-F (8:30-5:00). 

If attempts to reach the examiner by telephone are unsuccessftil, the examiner's 
supervisor, Michael P. Woodward, Ph.D., can be reached on (703) 308-4028. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Legal Instruments Examiner, Tina M. Plunkett, whose telephone number is (703) 
305-3524 or to the Technical Center receptionist whose telephone number is (703) 308-0196. 
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